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DETAILED ACTION 
Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 11, 13, 14, 28, 30 and 31 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 

w 

subject matter which applicant regards as the invention. 

3. Claims 1 1 and 28 recite the limitation "optionally", which renders the claims 
indefinite because a broad range or limitation followed by a linking term (e.g. 
preferably, maybe, for instance, especially, optionally) and a narrow range or limitation 
within the broad range or limitation does not clearly set forth the metes and bounds of 
the patent protection desired. 

4. Claims 13, 14, 30 and 31 recite the limitation "the coding". There is insufficient 
antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 



Application/Control Number: 10/625,937 Page 3 

Art Unit: 3773 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. Claims 1, 3, 5, 10, 12, 15, 18, 20, 22, 27, 29, 32 are rejected under 35 U.S.C. 

103(a) as being unpatentable over US 4,531,521 to Haverstock in view of US 

2,762,371 to Guio. 

(claim 1) Fig. 6 of Haverstock discloses a two-component device for closing a 
laceration or incision, comprising: 

a first component comprising a first adhesive-backed anchoring member 52 and 
first connecting members 58,60 extending from one edge thereof in a first direction, the 
first connecting members having a width that is substantially greater than their 
thickness; 

a second component which is separate and distinct from the first component, the 
second component comprising a second adhesive-backed anchoring member 54 and 
second connecting members 62,64 extending from one edge thereof in a second 
direction, the second connecting members having a width that is substantially greater 
than their thickness; and 

adhesives 68 for attaching the first connecting members to the second adhesive- 
backed anchoring member and for attaching the second connecting members to the first 
adhesive-backed anchoring member, the attachment of the one or more first and 
second connecting members to the first and second adhesive-backed anchoring 
members form attached and bridging portions of the one or more first and second 
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connecting members, such that the attached portions are attached to the first and 
second adhesive-backed anchoring members, and the bridging portions span over the 
laceration area between the first and second adhesive-backed anchoring members (col. 
7, II. 50-68), wherein the adhesive is applied to at least a portion of a lower surface of 
the first and second connecting members (see cross-section shown in Fig. 7). 

Haverstock is silent with regards to the bridging portions being substantially free 
of adhesive. 

However, Guio discloses a similar type of wound closure device, the device 
having a first and second components; wherein the device is used to draws the edges 
of the wound together. The first and second components each have a bridging portion 
that spans over the wound site, wherein said bridging portion is substantially free of 
adhesive. Instead, the bridging portion includes pad 30 to prevent the closure device 
from sticking to the wound. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the bridging portion of Haverstock to include the 
pad instead of adhesive because it would prevent the wound closure device from 
sticking to the wound as the edges of the wound are drawn together. 

(claims 3 and 5) The unattached end portions of the first and second connecting 
members are viewed as the pulling elements, which are fully capable of being cut and 
removed. 
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(claims 10 and 12) The first and second connecting members are protected by a 
release liner that is separate from the release liner that protects the first and second 
anchoring member. As seen in Fig. 8, perforation 120 separates the release liners. 

(claim 15) The edge of either component would serve as an alignment indicator 
relative to the wound or incision cut. 

(claim 18) The above combination of Haverstock/Guio discloses the step of 
providing the device recited in claim 1 , and wherein the first and second components 
are placed on opposite sides of a wound, and wherein the first and second connecting 
members extend over the wound to draw the edges of the wound together. 

(claims 20 and 22) see the rejections to claims 3 and 5. 

(claims 27 and 29) see the rejections to claims 10 and 12. 

(claim 32) see the rejections to claim 15. 
8. Claims 4, 6-9, 16, 17, 21, 23-26, 33 and 34 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Haverstock in view Guio and in further view of US 
6,329,564 to Lebner. 

The above combination Haverstock and Guio teaches all the limitations of the 
claim except for a coding means comprising an observable geometric distinction 
between the shape of the pulling elements and the shape of the anchoring members, 
that the coding comprises printed indicia enabling user distinction between pulling 
elements and anchoring members, that the coding further comprises distinguishing 
colors. The above combination is also silent with regards to the release liners recited in 
the claims and the type of material used to form the device. 
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(claims 4, 6-8, 21 and 23-25) Lebner teaches a wound closure device that can 
include wound visual alignment indicators, and further discloses at col. 5, lines 1-21, 
that the bandage can include indicia (e.g. color, graphic representation, etc.) for the 
purpose of indicating specific information to the user (e.g. tension). 

Therefore, it would have been prima facie obvious to one of ordinary skill in the 
art at the time the invention was made to provide any portion of the device of 
Haverstock/Guio with indicia of various types (such as recited above) in order to 
indicate any information to the user. As such, the claims are not distinguishable from 
the prior art. 

(claims 9 and 26) Lebner teaches a wound bandage formed from vapor- 
permeable material (col. 3, lines 5-15). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to form the device of 
Haverstock/Guio with a vapor permeable material, as taught by Lebner, because it 
would allow for the exchange of air with the skin beneath the bandage. 

(claims 16, 17, 33 and 34) The applicant does not clearly state what constitutes 
as a pull bar or wound edge bar. However, it is noted that Lebner teaches 
reinforcements for the device at col. 2, line 60 - col. 3, line 4. Therefore, it would be 
obvious to one of ordinary skill in the art to use reinforcements in the device of 
Haverstock/Guio because the reinforcements would help maintain the orientation of the 
device when tension is applied. 
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9. Claims 11, 13, 14, 28, 30 and 31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Haverstock in view Guio and in further view of US 6,043,406 to 
Sessions et al. 

The above combination of Haverstock and Guio teaches the device being 
protected by release liners but is silent with the release liners having coding to indicate 
sequence of removal. However, the use of color coded indicia is well known in the 
wound dressing art. As disclosed by Sessions, "indicia is useful for marking on the two 
tab system (which is part of the protective liners) that allow the error free application of 
[a] wound dressing' (col. 7, II. 3-24). Thus, color or printed coding is used to determine 
the order of use for the device. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to provide color coded indicia to the protective covers of 
Haverstock/Guio because it would allow a practitioner to visually determine the order of 
use for the device, as disclosed by Sessions. 

Double Patenting 

10. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either 
anticipated by, or would have been obvious over, the reference claim(s). See, e.g., In 
re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Long/, 759 F.2d 887, 225 USPQ 645 
(Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 
528, 163 USPQ 644 (CCPA 1969). 
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A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

1 1 . Claims 18 and 20-34 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over the claims of 
copending Application No. 10/626785 and in view of US 2,762,371 to Guio. Although 
the conflicting claims are not identical, they are not patentably distinct from each other 
because the copending application only lacks the bridging portion lacking adhesive. 
However, as noted above, it would have been obvious to one of ordinary skill in the art 
at the time the invention was made to modify the bridging portion of the copending 
application to include the pad instead of adhesive because it would prevent the wound 
closure device from sticking to the wound as the edges of the wound are drawn 
together. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

12. Claims 1,3-18 and 20-34 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over the claims 
of copending Application No. 10/626783 and in view of US 2,762,371 to Guio. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the copending application only lacks the bridging portion lacking 
adhesive. However, as noted above, it would have been obvious to one of ordinary 
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skill in the art at the time the invention was made to modify the bridging portion of the 
copending application to include the pad instead of adhesive because it would prevent 
the wound closure device from sticking to the wound as the edges of the wound are 
drawn together. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

13. Claims 1,3-18 and 20-34 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over the claims 
of copending Application No. 10/626040 and in view of US 2,762,371 to Guio. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the copending application only lacks the bridging portion lacking 
adhesive. However, as noted above, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to modify the bridging portion of the 
copending application to include the pad instead of adhesive because it would prevent 
the wound closure device from sticking to the wound as the edges of the wound are 
drawn together. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

14. Claims 1,3-18 and 20-34 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over the claims 
of copending Application No. 10/625936 and in view of US 2,762,371 to Guio. 
Although the conflicting claims are not identical, they are not patentably distinct from 
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each other because the copending application only lacks the bridging portion lacking 
adhesive. However, as noted above, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to modify the bridging portion of the 
copending application to include the pad instead of adhesive because it would prevent 
the wound closure device from sticking to the wound as the edges of the wound are 
drawn together. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Response to Amendment/Arguments 
15. The affidavit filed on 6/18/07 under 37 CFR 1.131 is sufficient to overcome the 
Weiser reference. Therefore, the rejection has been withdrawn. However, upon 
further consideration, a new ground(s) of rejection is made in view of Haverstock and 
in view of Guio. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571) 272- 
4695. The examiner can normally be reached on M-F (8:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Darwin P. Erezo/ 

Examiner 
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